BEFORE THE
BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

In the Matter of the Accusation Against;

SOUTHWOOD PHARMACEUTICAL
60 Empire Drive

Lake Forest, CA 92630

Wholesale Permit No. WLS 4078

JOHN SEMPRE

60 Empire Drive

Lake Forest, CA 92630

Pharmacist License No, RPH 25420

MEDIPHARM RX INC,

4607 N. Clark Avenue

‘Tampa, FL 33614

Non-Resident Pharmacy License No. NRP 670

UNITED PRESCRITPION SERVICES

2304 East Fletcher Avenue

Tampa, FL 33612

Non-Resident Pharmacy License No. NRP 466

MEDCENTER INC,

6935 S, Carter Road, Suite 6 and 7

Lakeland, FL 33813

Non-Resident Pharmacy License No, NRP 752

Respondents,

Case No. 3480

OAH No. 2611060986

STIPULATED REVOCATION OF
LICENSE AND ORDER AS TO
RESPONDENT JOHN SEMPRE ONLY

DECISION AND ORDER

The attached Stipulated Revocation of License and Order is hereby adopted by the Board of Pharmacy,

Department of Consumer Affairs, as its Decision in this matter,

This decision shall become effective on March 3,2013,

It is so ORDERED on January 31, 2013,

BOARD OF PHARMACY
DEPARTMENT OF CONSUMER AFFAIRS
STATE OF CALIFORNIA

/Z(.g«,/f,f

By

STANLEY C. WEISSER
Board President
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. Telephone: {619} 645-2071
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IT IS HEREBY STIPULATED AND AGREED by and bstween tho perties In this
proceeding that the following matters are frue: ' -
PARTIES _
1, _ Virginia Herold (Complainant) is the Executlve Officer of the Epard of Pharmacy.

She brought this astion solely in her official capacity and Is represented in this ma&er by Kamala

D. Harris, Attorney General of the State of Californis, by Erin M, Sunseri, Deputy Attorhey

General,

2. Respondent John Sempre (Respondent Sempre) is represented in this proceeding by

attorney Noah B Jussim, Bsq., whose address is 1800 Century Park East, 8th Floor, Los Angeles,

CA 90067

- 3.>  Onor about March 7, 1968, the Board of ﬁharmady issued Pharmacist License
Number RPH 25420 to Respondent Sempre. The Pharmacist License was in full force and effect
at all times relevant to the-charges brought herein and will éﬁpire con January 31, 2013, unless

rehewed,

JURISDICTION

4. Accusation No, 3480 was filed before the Board of Pharmacy {Board), Depariment of |

Consumer Affairs, and is currently pending against Respondent, The Accusation &nd ali other

_statutorily required documents were properly served on Respondent Sempro ol August 24, Z010.

Respondent timely filed his Notice of Defense contesting the Acsuéation. A copy of Accusation
Mo. 3480 is attached as Exhibit “A” and incorporated by reference,
ADVISEMENT AND WATVERS

' 5 Respondent has caréfu!l& read, fully diseussed with cou_nsel, and understands the
chargos and alieglail;ions in Acousation No. 3480, Respondent has also carefully read, fully
discussed with counsel, and understands the affects of this Stiputated Revocation of License and
Order, ’ |
I )
i ' . -
it

Stipuiated Revocation of License (Case No, 3480}
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6. Respendent is fully aware of his legal rights in this matter, inoluding the righttoa
hearing on the charges angd allegations in the Accusation; the right to conﬁ'ont and crosg-examing |
the wilriésses against him; the right to present ewdence and to testify on his own behalf; the right
to the issuarice of subpoenas to cémpel the a‘ctandance of witnesses and the production of
docurmnents; the right to recdnsideraﬁdﬁ and court review of an adverse decision; and all other
tights accarded by the California Administrative Prooedure Act and other applicabls laws.

T . Respondent voluntarlly, knawmgly, and Intelligently waives and gives up each and
gvery right set forth abova
| CULPABILITY

8. Rcspondent Sempre understands that the charges and a]]ega’uons in Agcusation No.
3480 ifproven at a hearmg, constitute eause for imposing discipline upon his Pharmamst
License, _ 7

?. For the purpose of ressotvjng'the Acousation without the expense and uncertainty of
further proceedings, Respondent agrees that, at a hearing, Complainant coyld establish a factual '
basls for the charges in the Accusation and that those charges constitute cause for disclpline, '
Respondent hereby gives up h:IS right o conitest that cause for discipline exists based on those
charges, B

10." Respendent understands that by signing this stipulation hie enables the Boavd to {ssue

an ordsr aocepﬁ'ng the stipulated revocation of his Pharmacist License without firther process,

: CONTINGENCY.

11. This stipulation shall be subject fo approval by the Board of Pharmacy. Ra;-;p0|1deht
understands and agrees that counse! fclnr Commpl ainarﬁ: snd the staff of the Board of Pharmagy may
éominunicai;e direstly with the-Boargi regarding thils stipnlated revocaﬁo_ri, without notiee to or
participation by Respbndeﬁts or their counsel, .By signing the stipulation, Respondent
.undarstands and agrees that he may not withdraw. s agreement or seek to Teseind the stipuiation |
prior to the tlms the Board considers and acts npon It. If the Board faﬂs to adopt this stipulétion
as its Decls;on and Order, the Stipulated Revocation and Disciplinary Order shall be of no foree

or-'éﬁ'éct, éxcept for this paragraph, it shall be inadmissible in any legal action between the

Stipulated Revooation of License (Case No, 3420) .
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parties, and the Board.shall not be disqualified from further action by having considered this
mgtter, . | . '

12, '1"1;6 parties understand and agree that facsimile copies of this Stipulated Revocation
of License and Ordet, including facsimile signatures thersto, shall have the sane force and effect
as the originals, | | _

13.. This Stipulated I.{evocatio;i of License #nd Order is Intended l:;y the; partiestobe an
integrated writing representing the complete, final, and exclusive embodiment of thelr agreement.
It supersedes any and alf prior or contemporaneous agreements, understandings, disoussions,
negotiations, and corﬁﬁlitments'(writtan ot oral), 'T'his Stipulated Revacation of License and
Order may not be altered, amended, modified, supplemented or other\mss changed except by a
wrltmg executed by an auth orized 1epresentatwe of sach of the parties,

14. In consideration of the foregolrg adruissions and stipulations, the parties égrea that
the Board may; without further notice or formal proceeding, issue and enter the following _Oréler:

, ' ~ ORDER ' '

IT IS HEREBY ORDERED that Pharmacist License Number RPH 25420, 1ssued to
Respondent John Sempra is revoked by the Board of Pharmacy.,

- L, The stlpulatcd revocation of Respondent’s Pharmacist Llcense $hall consutuia the
'tmpositmn of discipline against Respondent. This stipulation constitutes arecord of the dissipline
and shall become a part of Respondent’s license -'history with the Board of Bharraaey, -

2, Raspondent shall lose all r:ghts and privilegesas a pharma.mst in Callfornia as of the

cffectwe date of the Board’s Deozsxon and Order.

3, Respondert shall cause to be delivered to the Board his pocket license and, if one was
ssued, their wall certificate on or before'th& affective date of the Decision and Order,
| 4, If Respondént ever files an upplication for licensure or a petition for reinstaterment in
the State of California, the Board shall treat it as a petition for reinstatement. Respondent must
gomply with all the laws, rogulations and procedures for reinstatsment ofa revoked licenss in
effect at the time the petition is filed, and all of the charges and allegations contained in

Accusation No, 3480 shall be deemed to be true, correot and admitted by Resporident when the

4

Stipulated Revocation of License (Case No. 3480)
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* Board determines whether to grant or deny the petition. Résponclent may not apply for, nor

petition for retrstatement of, any licenss, permit, or registration from the board for three years
from the cffective date of thls decision. '

5. Respondent shal! pay the ageney its costs of Investigation and enlforcemént inthe
amotat of $9,000.00 upon the filing of an application for ticensure or & petition for reinstatement
in the State of Cahfomla and $9,000.00 prior to issuance of a hew or reinstated lioenss,

6,  IfRespondent shonld ever apply or reapply for a new license or certification, or

‘petition for reinstatement of a license, by.anﬁi other health care licensing agency in the State of

California, all of the charges and allegations contained in Accusation, No, 3480 shall bé deemed

.to be true, correct, and admitted by Respondent for the purpose of any Statement ¢f Issues or any

other proceeding eeking to deny or testrict licensure.
| ACCEPTANCE |
I have carefully read the above Stipulated Revocaﬁon of License and Order and have fully
diseussed {t with my attomey; N_oah'E Jussim, Esq. Lunderstand the stipulgtion and the .sffect it
will have on my Pharmacist License. 1 enter into this Stipullated Revocation of Licenss and Order

voluittarily, knowingly, and inielligently, and agree to be bound by the Decision and Order of the
Board of Pharmacy, -

DATED: /'r? Rt Q:%,/EZW

SEMPRE
espondent

I have read and fully dlSGUSSGd with T{esponclants the terms and conditions and other

matters.contained in this Sﬂpulated Revocation of License and Order. 1 s.pprove its form and

conient,
DATED: |0 ashix = AM‘W
' NOAH ¥/JUSSIM, ESQ.
Attorney for Respondent -
5
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ENDORSEMENT

The foregoing St!pulatad Revocation of License and Order i hereby respectfu ly subnutted

for consideration by the Board of Pharmacy of the Depal tment of Consumer Affalrs, -

Datec'i:-‘ I—’lof’[?)

SD2009804§ZS
70635864 .doex

Respectfully submitted,

KAMALAD, HARRIS -

Attorney General of Californta -
A M LEDARIS

ofist Depu

Attorney Ganeral

BRIN M, SUNSERT
Deputy Attorney General
Attorneys for Complainant

Stipulated Revocation of License (Qase No, 3480}
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EOMUND G. BROWN Jr.
Attorney General of California
JAMES M. LEDAKIS
Supetvising Deputy Attorney General
ERIN M. SUNSERI
Deputy Attorney General
State Bar No. 207031
110 West "A" Street, Suite 1100
San Diego, CA 92101
P.O. Box 85266 .
San Diego, CA 92186-5266
Telephone: (619) 645-2071
Facsimile: (619) 645-2061
Attorneys for Complainant
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Complainant alleges:

PARTIES

1. Virginia Herold (Complainant) brings this Accusation solely in her official capacity
as the Executive -O_fﬂoer of the Board of Pharmacy, Department of Consumer Affaits,

2. On or about March 25, 2002, fhe Board of Pharmacy issued Original Wholesale
Permit Number WLS 4078 to Southwood Pharmaceutical, Inc. (Respondent Southwood). The
Original Wholesale Permit was in full force and efff;ct at all times relevant to the charges brought
herein and will expire on March 1, 2011, unless renewed.

3. On or about March 7, 1968, the Board of Pharmacy issued thacist License
Number RPH 25420 to John Sempre (Respondent Sempre). The Pharmacist License was in full
force and effect at all times relevant to the charges brought herein and will expire on January 31,
2011, unless renewed. |

4. On or about January 5, 2006, the Board of Pharmacy issued Non-Resident Pharmacy
License Number 670 to Medipharm Rx Inc. (Respondent Medipharm). The Non-Resident
Pharmacy License expired on January 1, 2007, and has not been renewed.

5. On or aboui May 3, 2002, the Board of Pharmaéy issued Non-Resident Pharmacy
Number 466 to United Prescription Services (Respondent UPS). The Non-Resident Pharmacy
License expired on May '1, 2005, and has not been renewed.

6. On or about October 3, 2006, the Board of Pharmacy issued Non-Resident Pharmacy
Number 752 to Medcenter Inc. (Respondent Medcenter). The Non-Resident Pharmacy License
expired on October 1, 2007, and has not been renewed. .- -

JURISDICTION

7. This Accusation is brought before the Board of Pharmacy (Board), D‘epartinent of
Consumer Affairs, under the authority of the following laws. All section references are to the
Business and Professions Code unless otherwise indicated.

8. Section 4300 of the Code provides that every license issued by the Board may be

suspended or revoked.

Accusation
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9. Section 4402(e) of the Code provides, in pertinent part, that any license, other than a
pharmacist license, issued by the board may be canceled by the board if the Xcense is not renewed
within 60 days after its expiration, Any license canceled uﬁder this subdivision may not be
reissued, Instead, a new application will be required.

10, Section 118, subdivision (b), of the Code provides that the suspension, expiration,
surrender or cancellation of a license shall not deprive the Board of jurisdiction to proceed with a
disciplinary action during the period within which the license may be renewed, restored, reissued

or reinstated.

STATUTORY PROVISIONS

11.  Section 4301 of the Code states, in pertinent part:
The board shall take action against any holder of a license who is guilty of unprofessional
conduct or whose license has been procured by fraud or misrepresentation or issued by mistake.

Unprofessional conduct shall include, but is not limited to, any of the following:

{j) The violation of any of the statutes of this state, or any other state, or of the United

States regulating controlled substances and dangerous drugs.

(0) Violafing or attempting to violate, directly or indirectly, or assisting in or abetting the
violation of or conspiring to violate any provision or term of this chapter or of the applicable |
federal and state laws and regulations governing pharmacy, including regulations established by
the board or by any other state orfederal regulatory agency.

12. Sectién 4022 of the Code states

"Dangerous drug” or "dangerous device" means any drug or device unsafe for self-use in
hunans or animals, and includes the following:

(a) Any drug that bears the legend: "Caution: federal law prohibits dispensing without

prescription," "Rx only," or words of similar import;

Accusation
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{b) Any device that bears the statement: "Cantion: federal law restricts this device to sale by

or on the order of a

" "Rx only," or words of similar import, the blank to be filled in
with the designation of the practitioner licensed to use or order use of the device;

(c) Any other drug or device that by federal or state law can be lawfully dispensed only on
prescription or furnished pursuvant to Section 4006,

13, Section 4022.5 of the Code states, in pestinent part:

(a) “Designated representative” means an individual to whom a license has been granted
pursuant to section 4053. A pharmacist fulfilling the duties of section 4053 shall not be required
to obtain a license as a designated representative. |

(b) “Designated repreéentative—in—charge" means a desigrated representative or a
pharmacist propoéed by a wholesaler or veteﬁnary food-animal drug retailer and approved by the
board as the supervisor or manager responsible for ensuring the wholesaier’s or veterinary food-
animal drug retailer’s compliance with all state and federal laws and regulations pertaining to
practice in the applicable license category..

REGULATORY PROVISIONS

14,  California Code of Regulations, Title 16, section 1708.2 states that any permit holder
shall contact the board prior to transferring or selling any dangerous drugs, devices or
kypodermics inventory as a result of termination of business or bankruptcey proceedings and shall
follow official instructions given by the board applicable to the transaction.

15,  United States Code, Title 21, section 823(d) states, in pertinent part, that the Attorney
General shall register an applicant to manufacture controlled substances in schedule ITI, TV, or 'V,
unless he determirnes that the issuance of such registration is inconsistent with the public interest.
In determining the public interest, the following factors shall be considered:

(1) maintenance of effective conirols against diversion of particular controlled substances
and any controlled substance in schedule II¥, IV, or V compounded therefrom into other than
legitimate fnedical, scientific, or industrial channels;

(2) compliance with applicable State and local law;

Accusation
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(3) promotion of technicall advances in the art of manufacturing these substances and the
development of new substances;

(4) prior conviction record of applicant under Federal or State laws relating to the
manufacture, distribution, or dispensing of such substances;

(5) past experience in the manufacture, disiribution, and dispensing of controlled
substances, and the existence in the establishment of effective controls against diversion; and

(6) such other factors as may be relevant to and consistert with the public héalth and
safety. ‘

16.  United States Code, Title 21, section 824(a) (4) states, in pertinent part, that a
registration pursuant to section 823 of this title to manufacture, distribute, or dispensé a controlled
substance‘or a list I chemical may be suspended or revoked by the Attorney Generzl upon a
finding that the registrant has committed such acts as would render his registration under section
823 of this title inconsistent with the public interest as determined unlder such section.

COST RECOVERY

17.  Section 125.3 of the Code provides, in pertinent part, that the Board may request the
administrative law judge to direct a licentiate found to have committed a violation or violations of
the licensing act to pay a sum not to exceed the reasonable costs of the investigation and

enforcement .of the case.

DRUGS

18. Phentermine (brand name Fastin) is a Schedule I'V controlled substance as
designated by Health and Safety Code section 11057(£)(4) and a dangerous drug as designated by
Business and Professions Code section 4022. It is a stimulant drug indicated for weight loss.

19." Alprazolam (brand name Xanax) is a Schedule IV controlled substance as
designated by Health and Safety Code section 11057(d) (1) and a dangerous drug as designated
by Business and Professions Code seetion 4022. 1t is a depressant drug indicated for anxiety.

i
1
7
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20.  Hydrocodone with acetaminophen (brand name Vicodin) is a Schedule 11}
controlled substance as designated by Health and Safety Code section 11056(e) (4) and a
dangerous drug as designated by Business and Professions Code section 4022, It is a narcotic

indicated for moderate pain.’

FACTS

- 21, OnMarch 25, 2002, the Board issued a drug wholesale permit, WLS 4078, to
Respondent Southwood. Respondent Sempre was the owner and designated representative in
charge at Southwood, The Drug Enforcement Administration (DEA) also issued Respondent
Southwood a DEA Certificate of Registration to purchase and sell controlled substances as a
repackager, R80204898.

22. Respondent Southwood had a repackaging license with the Food and Drug
Administration (FDA), license no, 2027647, and with the Department of Health Care Service,
State Food and Drug Branch, license nd. 42125, Respondent Southwood repackaged oral dose
generic drugs into common prescription quantities. Respondent Southwood’s customers included |
physicians who specialized in treating work-related injuries, pain management, urgent care
facilities, épecialty clinics and retail pharmacies. )

23, Inorarcund July 2006, the DEA began conducting an investigation into Respondent
Southwood when the DEA received information that Respondent Southwood’s sales of
hydrocodone products increased from 7,000 dosage units per moath 1o 3,700,000 dosage units per

montkh,

24, Tnor around July 2006, M.M., Chief of the Office of Diversion Control’s B~

- Commerce Section from the‘DEA, conducted a conference call with Robert Goodrich, the

Director of Operations and Regulatory Affairs and Grace Gonzalez, Operations Manager of

Respondent Southwood.

' By itself, hydrocodone is a Schedule II controlied substance. Respondent did not,
however, distribute Schedule II hydrocodone, Throughout this Accusation, the term hydr ocodone
refers to those Schedule 111 controlled substances which contain hydrocodone pursuant to Health
and Safety Code section 11056, and a dangerous drug as designated by Business and Professmns
Code section 4022,

Accusation
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25.  M.M. discussed the requirement under Federal Law that in order for a prescription to
be valid, it mﬁst be issued in the usual course of medical practice, and that an internet
questionnaire alone is not sufﬁciant to legally prescribe controlled substances.

26. Respondent Southwood was advised that factors necessary to establish a bona fide

doctor-patient relationship included that the patient have a medical complaint; a history be taken

of the patient; a physical examination be conducted; and that there be a nexus between the

complaint, the history, the examination, and the drug being prescribed.

27.  Mr. Goodrich was also informed that a pattern of drugs being distributed to
pharmacies which were diverted controlled substances demonstrated a lack of effective controls
against diversion by the distributor,

28.  Mr. Goodrich was also advised that any distributor selling controlled substances that
are being dispensed outside of the course of professional practice must stop the distribution
immediately, and that Respondent Southwood had an obligation to ensure the products distributed
WGI;?. used for legitimate medical purposes.

29.  After the conference with the DEA, Respondent Southwood continued to distribute |
large quantities of hydrocodone to ﬁumerous internet pharmacies.

30,  On or about December 6, 2006, R.P., Acting Special Agent in Charge of the DEA,
Los Angeles Field Division, announced the immediate suspension of Respondent Southwood’s
DEA Certificate of Registration. Respondent Southwood had been the subject of a DEA
investigation alleging that Respondent Southwood sold large quantities of controlled substances
to internet pharmacies.

31.  For the purpose of the DEA’s investigation, the term “internet phamacy” was
referred to as a pharmacy that filled a prescription issued by physician without the physician

having entered into a legitimate doctor-patient relationship under existing professional standards.”

* Typically, a person seeking controlled substances goes to an internet site, fills out a
questionnaire which requests basic medical, payment and shipping information, and a specific
drug. Some websites may require the patient submit a medical record, which is easily falsified.
The customer’s information is forwarded to a physician either contracted or employed by the
website, who reviews the information and issues & prescription, either with or without the benefit
of a perfunctory telephone consultation, but always without having conducted a face-to-face

(continued...)

7
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32.  On or about December 29, 2006, the Board received information from the DEA

| notifying the Board that Respondent Southwood’s license with the DEA was suspended on the

basis of diversion of controlled substances. Respondent Southwood was the subject of a DEA
investigation alleging that the company sold large quantities of controlled substances to internet
pharmacies.

33.  On or about June 22, 2007, Administrative Law Judge (ALJ) Michele Leonhart
ordered the DEA Certificate of Registration, R80204898, issued to Respondent Southwood, be
revoked and the pending application of Respondent Southwood for renewal of its registration be
denied. ALJ Leonhart concluded that Respondent Soﬁthwood’s continued registration constituted
an imminent danger to public health and sefety. The order was effective immediately,

34, The DEA website www.deadiversion.usdoj.gov posted on the Federal Register

Notices, dated July 3, 2007, Volume 72, Number 127, Docket No. 07-7, titled: “Southwood
Pharmaceuticals, Inc., Revocation of Registration.” The docket stated the following:

a. On November 30, 2006, the Deputy Administration of the DEA issued an Order to
Show Cause and Immediate Suspension of Registration to Southwood. The Order immediately
suspended Southwood’s IjEA Certificate of Registration, RS0204898, based on preliminary
findings that continued registration constituted an imminent danger to the health and safety of the
public due to the substantial likelihood that Southwood would continue to supply pharmacies that
diverted large quantities of controlled substances; | .

b. The Show Cause Order alleged that between November 2005 and August 2006,
Southwood sales to pharm;aci'es for hydrocodone products increased from approximately 7,060

doéage units per month to approximately 3,000,000 dosage units per month and the increase was

‘directly attributable to supplying controlled substances to pharmacies that Southwood should

have known were engaged in the widespread diversion of controlied substances. The Show

review of the person’s medical history and a physical exam, The prescription is then either
forwarded to the pharmacy or downloaded electronically by the pharmacy; the pharmacy then
fills the prescription and ships it to the customer.

Accusation
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Cause Order alleged several customers wete distributing large amounts of hydrocodone-based
orders placed by customers using various websites.

¢. The Show Cause Order specifically alleged that from December 12, 2005 to
August 31, 2006, Southwood distributed approximately 8,671 ,OOO dosage units of hydrocodone
products to Medipharm-Rx, Inc., and did so undef circumstances that clearly indicated that
Medipharm, whose owner also owned an internet website, engaged in the diversion of controlled
substances. Medipharm was soliciting orders for controlled substances, used practitioners who
issued prescriptions outside of their usual professional practice, and Medipharm’s orders were of
an unusual size and frequency, deviating ffom the normal pattern. In addition to Medipharm,
Southwood also sold drugs to fourteen pharmacies with similar suspicious circumstances. The
Show Cause Order alleged that Southwood had repeatedlyl supplied excessive quantities of
hydrocodone to pharmacies it knew or should have known were diverting hydrocodone.

d. The néxt Show Cause Order alleged that on July 17, 2006, the Office of Diversion
Commerce Section held a conference call with Southwood representatives to discuss the
distribution of controlled substances to internet pharmacies. Duﬁng the call, DEA officials
allegedly presented Southwood with-information on the characteristics of internet pharimacies and
the nature of their illegal activities. In August 2006, Southwood proceeded to distribute large
quantities of hydrocodone to five different internet pharmacies and.allcgedly failed to maintain
effective contro! against diversion, and Southwood’s continued registration would be inconsistent
with the public intersst. |

e. From February 5 through February 8, 2007, a hearing was conducted in Arlington,
VA, by AI;J Gail Randall, On March 30, 2007, the ALJ issued her recommended decision,
concluding that the DEA had proved that Southwood’s continued registration to handle
hydrocodone would be against the puBlic interest. The ALJ concluded that Southwood had kept
an open dialogue with the DEA and had attempted to come into compliance with the DEA’s
regulations and revocation of Southwood’s DEA registration was t0o severe a remedy. The ALJ
noted that Southwood had hired an experienced officer who would be making the final decisions

concerning compliance measures, providing an increased level of protection of the public interest,
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Therefore, the AL.T. recornmended that Southwood’s authority to ha‘nd_ls hydrocodone products be
revoked while allowing Southwood to retain its authority to handle other controlled substances.
The AL recommended the DEA monitor Southwood to ensure it complied with both the
proposed restrictions and Southwood’s decision to cease distributing to Florida-based internet
pharmacies.

f. Thereafter, the U.S. Government filed exceptions, stating that Southwood also
distributed excessive quantities of other controlled substances including phentermine and
alprazolam. The Government further argued that under the day—to-déy leadership of Southwood’s
new Chief Operating Officer (COO), Southwood continued to constructively distribute controlled
substances to its physician clients after its registration was suspended, refuting the ALI’s
hypothesis that the COO would effectively manage Southweod’s compliance program. |

g. On May 8, 2007, the ALJ forwarded the record to Michele Leaonhart, Deputy

Administrator, who adopted the ALJ’s findings, but concluded that the ALJ’s proposed remedy

was insufficient to protect the public interest, and that Respondent’s sales of extraordinary
quantities of controlled substances to entities which it had reason to know were diverting drugs

caused extraordinary harm to public health and safety, Therefors, Southwood’s registration was

revoked and its pending renewal appliéation was denied.

35, The DEA’s findings that lead to the revocation of Southwood’s DEA registration,
listed in Docket No, 07-7, also included the following:

a. From August 2005, the DEA reviewed the ARCOS (Automation of Reports and
Consolidated Orders System) reports submitted by Southwood. Southwood had sold 3,949,454
dosage mits of hydrocodone products, of which, 3,882,507 dosage units (98%) were sold to
practitioner customers and 29,940 dosage units (0.75%) to pharniacy customers, for an average of
7,485 dosage units per month. |
il
1
)
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b, On December 7, 2005, Southwood entered a new line of business- supplying
internet phannaoie‘s- by selling hydrocodone to Médipharm-Rx., Inc., a Florida-based internet
pharmacy (Respondent Mediphatm). Over the ensuing months, Southwood acquired numerous
additional internet pharmacy customers to whom it repeaiedly sold large quantities of
hydrocodone.

¢. On December 7, 2003, Southweod began supplying Medipharm-Rx Inc, and other
intexhet jﬁﬁarniacies With— ﬁydrécoddne ﬁioduété. From December 2005 through October 2006,
Southwood supplied Medipharm with 11,130,700 dosage units of hydrocodone products, an
average of 1,011,882 dosage units of hydrocodone produets per month, constituting 99% of drug

sales to Medipharm.

d. The Florida Board of Pharmacy, website www .doh.state fl.ns, revealed that

Mediphann—R}{ had two licenses (PH21003 and P1121000) at the same address that both listed

“closed” as the license activity status. The California State Board of Pharmacy, website

www.pharmacy.ca.gov, listed Medipharm-Rx, I.no., license no. NRP670, as expired on Janmary 1,
2007. Medipharm failed to renew their non-resident pharmacy license, had a “delinquent” status,
and failed to submit a discontinuance of business with the Board of Pharmacy.

e. On December 19, 2005, Southwood began supplying Accumed Rx., Inc., another
internet Florida-based pharmacy customer. From Decernber 2005 to November 2006, Southwood
sold 5,884,212 dosage units of hydrocodone produets to Accumed, constituting 99% of drug sales
to Accumed. |

f. The Florida Board of Pharmacy revealed that Accumed-Rx had one license
(PH21402) listed “closed” as the license activity status. The California State Board of ?harmacy
showed no listing for Accumed-Rx.

g. On December 21, 2005, Southwood started supplying Avee Pharmacy, another
internet pharmacy. From December 2005 through November 2006, Southwood supplied Avee
with 6,795,110 dosage units of hydrocodone products plus 238,140 dosage units during the first
five days of December 2006, From December 2005 to June 2006, controlled substances

constituted 100% of sales to Avee. On or about November 17, 2006, Southwood notified Avee
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by letter effective December 15, 2006, Southwood would not supply Avee (whose registration
had been continued on a day-to-day basis past its expiration date and not renewed) unless it
obtained a renewal of its registration. Between November 17, 2006 to December 15, 2006,
Southwood supplied Avee approximately 6,795,110 dosage units of hydrocodone produets.

h. The Florida Board of Pharmacy revealed that Avee Pharmacy had two licenses
(PH19760 and PFH21935) both listed “closed” as the license activity status. The California State
Board of Pharmacy listed Avee Phermacy as 2 non-resident pharmacy, license no. NRPGS?, as

“cancelled.”

i, OnJanuary 4, 2006, Southwood began supplying United Prescription Services,
Inc., (Respondent UPS), another internet pharmacy. From February 2006 to November 2006,
Southwood .sold 929,880 dosage units to TUPS, a monthly average of 92,988 dosage units. On
November 17, 2006, Southwood notified UPS that it would stop supplying UPS if UPS did not
obtain a renewal of its registration, Frorﬁ November 21, 2006 through December 5, 2006,
Southwood sold 158,280 dosage units of hydrocodone to UPS,

. j. The Florida Board of Pharmacy revealed that UPS had two licenses (PH17181 and
PH24549) - the first, listed as “closed” as.the license aétivity status, and the second as ‘
“null/void.” The California State Board of Pharmacy listed UPS as a non-resident pharmacy,
license no. NRP466, as “delinquent.” UPS’ license was issued May 3, 2002 and expired on May
1,2005. UPS failed to renew their non-resident pharmacy license, had a “delinquent” status, and
failed-to submit a discontinuance of business with the Board of Pharmacy,

k. On January 25, 2006, Southwood began servicing Bi-Wise Drugs, Inc. (Bi-Wise),
another internet pharmacy customer. From January 25, 2006 through October 2006, Scuthwood
sold 1,171,500 dosage units to Bi-Wise, a monthly average of 117,150 dosage units,

1. Bi-Wise had three licenses with the Florida Board of Pharmacy (PH21960,
PH18991, and PH22277), all listed as “closed.” Bi-Wise was also doing business as Bi-Wise
Pharmacy and Compounding. Bi-Wise was not listed as a non-resident pharmacy with the

California State Board of Pharmacy.
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m. On February 16, 2006, Southwood began servicing Vin-Kash, dba Medicom Rx
(Medicom), another internet pharmacy customer. From February 2006 through November 2006,
Medicom purchased 1,902,810 dosage units of hydrocodone from Southwood, a monthly average
of 190,281 dosage units.

n. The Florida Board of Pharmacy listed Medicom’s license (PH21018) as
“delinquent.” Medicom was not licensed in California as a non-resident pharmacy.

0. On February 20, 2006, Southwood began setvicing Discount Mail Meds
(Discount), another internet pharmacy customer, From February 2006 through November 2006,
Discount purchased 3,303,240 dosage units of hydrocodone products from Southwood, a monthly
average of 330,324 dosage units, Discount was not listed on the Florida Board of Pharmacy
website as a pharmacy lioénsed in Florida; nor was it listed on the California State Board of
Pharmacy website as either a pharmacy or a non-resident pharmacy licensed in California.

p. On February 22, 2006, Southwood began servicing Universal Rx (Universal).
From February 2006 to November 2006, Universa,l purchased 3,086,790 dosage units of
hydrocodone products from Southwood, a monthly average of 308,679 dosage units. 'On
November 17, 2006, Soutﬂwood notified Universal that effective De;:ember 15,2006, it would
stop supplying the pharmacy unless it obtained a renewal of its registration. On November 30,
2006, Southwood stopped shipping to Universal, .

¢. The Florida Board of Pharmacy website listed Universal (license no, PH19719) as
“delinquent.” Universal was not listed on the California State Board of Pharmacy website as a
pharmacy or a non-resident pharmacy licensed in California.

1. OnMarch 3, 2006, Southwood began doing business with Medbenter, Inc.
(Respondent Medcenter), an entity owned by the same person as Medipharm. From March 2006
through October 2006, Medcenter purchased 2,664,500 dosage units of hydrocodone pi‘oduc;ts
from Southwood, a monthly average of 333,062 dosage units. In November 2006, when
Medcenter’s DEA registration was suspended, Southwood sold Medcenter 313,680 dosage units

of hydrocodone products during the first two weeks of November,
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| “closed.” CRIJ was not licensed in California as a non-resident pharmacy.

| From May 2006 to Nov_ember 2006, Southwood sold Grand 1,008,720 dosage units of

s. The Florida Board of Pharmacy website listed Medcenter (license no. PH21072) as
“delinquent,” The California State Board of Pharmacy listed Medcenter Pharmacy as a non-
resident pharmacy, license no. NRP752, as “delinquent.” Medtenter’s license was issued
October 3, 2006 and expired on October 1, 2007. Medcenter failed to renew their non-resident
pharmacy license, had a “delinquent” status, and failed to submit a discontinuance of business
with the Board of Pharmaoy.

t OnMarch 9, 2006, Southwood began doing business with CRJ Pharmacy, Inc.
(CRJ). From March 2006 to Octaber 2006, Southwood sold CRJ 638,420 dosage units of
hydrocodone products; a monthly average of 79,803 dosage units.

u. The Florida Board of Pharmacy website listed CRJ (license no. PH21511) as

' v. [n May 2006, Southwood began doing business with Akshar Chemists, dba
Medicine Shoppe. From May 2006 to November 2006, Southwood sold Medicine Shoppe
513,555 dosage units of Bydrocodone products, a monthly average of 73,365 units.

w. The Florida Board of Pharmacy website listed Medicine Shoppe (license no.
PH18507) as “closed.” Medicine Shoppe was not licensed in California as & non-resident

pharmacy.

x. In May 2006, Southwood began doing business with Grand Pharmacy (Grand).

hydrocodone products, a monthly average of 144,102 units.
| y. The Florida Board of Pharmacy website listed Grand (license no. PHY21636) as

“closed.” Grand was not licensed in California as a non-resident pharmacy. |

z. In July 2006, Southwood began doing business with Q-R-G, Inc., dba Duane’s _
Discount Group (Duane’s). From July to November 2006, From July 2006 to November 2006,
Southwood sold Duane’s 959,040 dosage units of hydrocodone products, a monthly average of
191,808 units.

2a. The Florida Board of Pharmacy website listed Duane’s (license no, PH21512) as

“closed.” Duane’s was not licensed in California as a non-resident pharmacy.
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36.  Docket No, 07-7 listed the following due diligence efforts of Southwood:

a. Southwood’s due diligence in approving a new customer was limited fo verifying
that the customer had a state license and a DEA registration. Based solely on its verification of
the customer’s DEA registration and state license, Southwood would commence shipping large
quantities of controlled substances to various internet pharmacies. |

37.  On or about September 6, 2007, an inspector for the Califomié State Board of
Pharmacy went to Southwood to conduct an inspection and investigation. Respondent Sémpre
was present. during this investigation. At the end of the inspection, a copy of the inspection report
was signed by Respondent Sempre‘. Two corrections were ordered to revise policy and
procedufes for Southwood’s standard operations procedufe: documentation of how long records
of acquisition and disposition were retained; and revision of standard operations procedure for
theft and loss to include contacting the Board within 30 days.

38,  On or about January 6, 2009, Southwood’s application for a new DEA registration
number was approved, and on Januvary 7, 2009, DEA registration number RS0377691 was issued
with restrictions. (Southwood®s original registration number DEA RS0204898 remained
revoked). Southwood’s new DEA registration number authorized Southwood to sell Schedule 11,
IV and V controlled substances to bospitals, clinics, and physicians dispensing from their offices.

Southwood was not given authorization to sell to pharmacies.
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FIRST CAUSE FOR DISCIPLINE

(L‘fnprofessio.nal Conduct-Violation of California and United States Code)

39, Respondent Southwood is subject to disciplinary action for unprofessional conduct
under section 4301, subdivisions (j) and (o) of the Code, in conjunqtion with Title 21 U.S.C,
section 823(d) and 824(a)(4), for violation of the Pharmacy Act and laws regulating controlled
substances in that between November 2005 to December 2006, Respondent Southwood sold large
quantities of controlled substances to several pharmacies dispensing internet prescriptions for
hydrocodone products, a Schedule III controlled substance, and other controiled substances, and
continﬁed to sell to these internet pharmacies after Respondent Southwood was educated on the
requirements for a valid prescription by the DEA, demonstrating a lack of effective control |
against diversion. On or about June 22, 2007, Respondent Southwood’s DEA controlled
substance registration (RS0204898) was revoked and Respondent Southwood’s pending
application for renewal was denied after conclusion that Southwood’s continued registration
constituted an imuninent danger to public health and safety in violation of pharmacy law and as
detailed in paragraphs 21-38, above.

| SECOND CAUSE FOR DISCIPLINE

(Unprofessional Conduct-Violation of California and United States Code)

40. Respondent Sempre is subject to disciplinary action for unprofessional conduct under
section 4301() and (o), and 4022.5 of the Code, in conjunction with Title 21 U.S.C. section
823(d) and 824(a)(4), for violation of the Pharmacy Act and laws regulating controlled substances
in that between November 2005 fo Decembel' 2006, Respondent Southwood sold large quantities
of controlled substances to several pharmacies dispensing internet prescriptions for hydrocodone
products, a Schedule I1I controlled substance, and other controlled substances, and continued to
sell to these internet pharmacies after Respondent Southwood was educated on the requirements
for a valid prescription by the DEA, demonstrating a lack of effective control against diversion.
On or about June 22, 2007, Respondent Southwood’s DEA conirolled substance registration
(RS0204898) was revoked and Respondent Southwoed’s pending application for renewal was

denied after conclusion that Southwoed’s continued registration constituted an imminent danger
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to public health and safety in violation of pharmacy law and as detailed in paragraphs 21-38,

above.

THIRD CAUSE FOR DISCIPLINE

(Unprofessional Conduct)

41, Respondents Southwood and Sempre are subject to disciplinary action for
unprofessional conduct under section 4301 of the Code in that, by way of the conduct described
in paragraphs 21-38 above, Respondénts Southwood and Sempre engaged in acts constituting
unprofessional conduct not becoming the professional practice of pharmacy.

FOURTH CAUSE FOR DISCIPLINE

(Failure to Renew Non-Resident Pharmaecy License)

42. Respondént Medipharm Rx Inc. is subject to disciplinary action under section
4402(e), in conjunction with California Code of Regulatio-ns section 1708.2, in that Respondent
Medipharm’s license with the Florida Board of Pharmacy (PH21003) was “closed,” and expired
on February 28, 2007; and Respondent Medipharim’s California license expired on January 1,
2007, and Respondent Medipharm failéd to renew its license and failed to notify the Board of its
discontinuance of business under its non-resident pharmacy license no. NRP670, in violation of
pharmacy law and as detailed in paragraphs 21-38, above.

FIFTH CAUSE FOR DISCIPLINE

(Failure to Renew Non-Resident Pharmacy License)

43. Respondent United Prescription Services (UPS) is subject to disciplinary action under
section 4402(e), in conjunction with California Code of Regulations section 1708.2, in that
Respondent UPS’ license with the Florida Board of Pharmacy (PH17181) was “closed;” and
Respondent UPS’ California license expired on May 1, 2005, and Respondent UPS failed o
renew its license and failed to notify the Board of its discontinuance of business under its non-
resident pharmacy license no. NRP466, in violation of pharmacy law and as detailed in
paragraphs 21-38§, above.

i
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SIXTH CAUSE FOR DISCIPLINE

(Failure to Renew Non-Resident Pharmacy License)

44,  Respondent Medcenter, Inc. is subject to disciplinary action under section 4402(¢), in
conjunction with California Qode of Regulations section 1708.2, in that Respondent Medcenter’s
license with the Florida Board of Pharmacy -(PH21072) was “delinquent,” and expired on
February 28, 2009; and Respondent Medcenter's California license expired on October 1, 2007,
and Respondent Medcenter failed to renew its license and failed to notify the Board of its
discontinuance of business under its non-resident pharmacy license no. NRP752, i violation of
pharmacy law and as detailed in paragraphs 21-38, above.

PRAYER

WHEREFORE, Complainant requests that a hearing be held on the matters herein alleged,

and that following the hearing, the Board of Pharmacy issue a decision:

1. . Revoking or suspending Original Wholesale Permit Number WLS 4078, issued to

Respondent Southwood Pharmaceutical, Inc.;

2. Revoking or suspending Pharmacist License Numbet RPH 25420, issued to
Respondent John Sempre;

3. Revoking or suspending Non-Resident Pharmacy License Number NRP 670, issued
to Respondent Medipharm Rx Inc.; '

4, Revoking or suspending Non-Resident Pharmacy License Number NRP 466, issued
to United Pfescription Services,

5. Revokiﬁg or suspending Non-Resident Pharmacy License Number NRP 752, issued
to Medcenter Inc.;

6.  Ordering Respondents Southwood Pharmaceutical, Inc., John Sempre, Medipharm Rx
Inc., United Prescription Services and Medceenter Inc, to pay the Board of Pharmacy the
reasonable costs of the investigation and enforcement of this case, pursuant to Business and
Professions Code section 125.3;
1
1
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7. Taking such other and further action as deemed necessary and proper.

DATED: 8)[!0 !l@

SD2009804825
7028673 1.docx

QM{ W\LLAJ

RGINIAHEROLD A K
Executive Ofticer
Board of Pharmacy
Department of Consumer Affairs -
State of California
Complainant
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